
876 

21 CFR Ch. I (4–1–18 Edition) § 1271.21 

Applicable regulations include, but are 
not limited to, §§ 207.9(a)(5), 210.1(c), 
210.2, 211.1(b), 807.20(d), and 820.1(a) of 
this chapter, which require you to fol-
low the procedures in subparts C and D 
of this part. 

[66 FR 5466, Jan. 19, 2001, as amended at 81 
FR 60223, Aug. 31, 2016] 

Subpart B—Procedures for 
Registration and Listing 

§ 1271.21 When do I register, submit an 
HCT/P list, and submit updates? 

(a) You must register and submit a 
list of every HCT/P that your establish-
ment manufactures within 5 days after 
beginning operations or within 30 days 
of the effective date of this regulation, 
whichever is later. 

(b) You must update your establish-
ment registration annually in Decem-
ber, except as required by § 1271.26. You 
may accomplish your annual registra-
tion in conjunction with updating your 
HCT/P list under paragraph (c) of this 
section. 

(c)(i) If no change described in 
§ 1271.25(c) has occurred since you pre-
viously submitted an HCT/P list, you 
are not required to update your listing. 

(ii) If a change described in 
§ 1271.25(c) has occurred, you must up-
date your HCT/P listing with the new 
information: 

(a) At the time of the change, or 
(b) Each June or December, which-

ever month occurs first after the 
change. 

[69 FR 68681, Nov. 24, 2004] 

§ 1271.22 How do I register and submit 
an HCT/P list? 

(a) You must use the electronic reg-
istration and listing system at http:// 
www.fda.gov/cber/tissue/tisreg.htm in ac-
cordance with § 1271.25 for: 

(1) Establishment registration, 
(2) HCT/P listings, and 
(3) Updates of registration and HCT/P 

listing. 
(b) FDA will periodically issue guid-

ance on recommended procedures for 
providing registration and listing in-
formation in electronic format (for ex-
ample, method of transmission, media, 
file formats, preparation, and organiza-
tion of files). 

(c) You must provide the information 
under paragraph (a) of this section in 
accordance with part 11 of this chapter, 
except for the requirements in 
§ 11.10(b), (c), and (e) and the cor-
responding requirements in § 11.30. 

[81 FR 60223, Aug. 31, 2016] 

§ 1271.23 How is a waiver from the 
electronic format requirements re-
quested? 

(a) You may request a waiver from 
the requirement in § 1271.22 that infor-
mation must be provided to FDA in 
electronic format. Submission of a re-
quest for waiver does not excuse timely 
compliance with the registration and 
listing requirements. FDA will grant a 
waiver request if FDA determines that 
the use of electronic means for submis-
sion of registration and listing infor-
mation is not reasonable for the reg-
istrant making the waiver request. 

(b) Waiver requests under this sec-
tion must be submitted in writing and 
must include the specific reasons why 
electronic submission is not reasonable 
for the registrant and a U.S. telephone 
number and mailing address where 
FDA can contact the registrant. Waiv-
er requests may be sent to the Center 
for Biologics Evaluation and Research 
(CBER), Document Control Center (see 
addresses in § 600.2 of this chapter). 

(c) If FDA grants the waiver request, 
FDA may limit its duration and will 
specify terms of the waiver and provide 
information on how to submit estab-
lishment registration, listings, other 
information, and updates, as applica-
ble. 

[81 FR 60224, Aug. 31, 2016] 

§ 1271.25 What information is required 
for establishment registration and 
HCT/P listing? 

(a) Your establishment registration 
must include: 

(1) The legal name(s) of the establish-
ment; 

(2) Each physical location, including 
the street address, telephone number, 
email address, and the postal service 
ZIP code of the establishment; 

(3) The name, address, telephone 
number, email address, and title of the 
reporting official; 
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(4) A dated signature by the report-
ing official affirming that all informa-
tion contained in the establishment 
registration and HCT/P listing form is 
true and accurate, to the best of his or 
her knowledge. 

(5) Each foreign establishment must 
also submit the name, address, tele-
phone number, and email address of 
each importer that is known to the es-
tablishment, and the name of each per-
son who imports or offers for import 
such HCT/P to the United States for 
purposes of importation; and 

(6) Each foreign establishment must 
also submit the name, address, tele-
phone number, and email address of its 
United States agent. 

(i) The United States agent must re-
side or maintain a place of business in 
the United States. 

(ii) Upon request from FDA, the 
United States agent must assist FDA 
in communications with the foreign es-
tablishment, respond to questions con-
cerning the foreign establishment’s 
products that are imported or offered 
for import into the United States, and 
assist FDA in scheduling inspections of 
the foreign establishment. If the Agen-
cy is unable to contact the foreign es-
tablishment directly or expeditiously, 
FDA may provide information or docu-
ments to the United States agent, and 
such an action is equivalent to pro-
viding the same information or docu-
ments to the foreign establishment. 

(iii) The foreign establishment or the 
United States agent must report 
changes in the United States agent’s 
name, address, telephone number, or 
email address to FDA within 30 cal-
endar days of the change. 

(b) Your HCT/P listing must include 
all HCT/P’s (including the established 
name and the proprietary name) that 
you recover, process, store, label, pack-
age, distribute, or for which you per-
form donor screening or testing. You 
must also state whether each HCT/P 
meets the criteria set out in § 1271.10. 

(c) Your HCT/P listing update must 
include: 

(1) A list of each HCT/P that you 
have begun recovering, processing, 
storing, labeling, packaging, distrib-
uting, or for which you have begun 
donor screening or testing, that has 
not been included in any list previously 

submitted. You must provide all of the 
information required by § 1271.25(b) for 
each new HCT/P. 

(2) A list of each HCT/P formerly list-
ed in accordance with § 1271.21(a) for 
which you have discontinued recovery, 
processing, storage, labeling, pack-
aging, distribution, or donor screening 
or testing, including for each HCT/P so 
listed, the identity by established 
name and proprietary name, and the 
date of discontinuance. We request but 
do not require that you include the 
reason for discontinuance with this in-
formation. 

(3) A list of each HCT/P for which a 
notice of discontinuance was submitted 
under paragraph (c)(2) of this section 
and for which you have resumed recov-
ery, processing, storage, labeling, pack-
aging, distribution, or donor screening 
or testing, including the identity by es-
tablished name and proprietary name, 
the date of resumption, and any other 
information required by § 1271.25(b) not 
previously submitted. 

(4) Any material change in any infor-
mation previously submitted. Material 
changes include any change in registra-
tion and listing information, sub-
mitted, such as whether the HCT/P 
meets the criteria set out in § 1271.10. 

(d) If your HCT/P is described under 
§ 1271.20 and is regulated under a BLA, 
you must submit the information re-
quired under part 207 of this chapter 
using the procedures under subpart E 
of part 207. 

[66 FR 5466, Jan. 19, 2001, as amended at 81 
FR 60224, Aug. 31, 2016] 

§ 1271.26 When must I amend my es-
tablishment registration? 

If the ownership or location of your 
establishment changes, or if there is a 
change in the United States agent’s 
name, address, telephone number, or 
email address, you must submit an 
amendment to registration within 30 
calendar days of the change. 

[81 FR 60224, Aug. 31, 2017] 

§ 1271.27 Will FDA assign me a reg-
istration number? 

(a) FDA will assign each location a 
permanent registration number. 

(b) FDA acceptance of an establish-
ment registration and HCT/P listing 
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form does not constitute a determina-
tion that an establishment is in com-
pliance with applicable rules and regu-
lations or that the HCT/P is licensed or 
approved by FDA. 

§ 1271.37 Will establishment registra-
tions and HCT/P listings be avail-
able for inspection, and how do I 
request information on registra-
tions and listings? 

(a) Any registration on Form FDA 
3356 filed in paper or electronic format 
by each establishment will be available 
for public inspection through the Cen-
ter for Biologics Evaluation and Re-
search Human Cell and Tissue Estab-
lishment Registration—Public Query 
Web site by using the CBER electronic 
Web-based application or by going in 
person to the Food and Drug Adminis-
tration, Division of Dockets Manage-
ment Public Reading Room (see ad-
dress in § 20.120(a) of this chapter). The 
following information submitted under 
the HCT/P requirements is illustrative 
of the type of information that will be 
available for public disclosure when it 
is compiled: 

(1) A list of all HCT/P’s; 
(2) A list of all HCT/P’s manufactured 

by each establishment; 
(3) A list of all HCT/P’s discontinued; 

and 
(4) All data or information that has 

already become a matter of public 
record. 

(b) You should direct your other re-
quests for information regarding HCT/ 
P establishment registrations and HCT/ 
P listings to the Food and Drug Admin-
istration, Center for Biologics Evalua-
tion and Research, Office of Commu-
nication, Outreach and Development, 
10903 New Hampshire Ave., Bldg. 71, 
Rm. 3103, Silver Spring, MD 20993–0002. 

[80 FR 18094, Apr. 3, 2015] 

Subpart C—Donor Eligibility 

SOURCE: 69 FR 29830, May 25, 2004, unless 
otherwise noted. 

§ 1271.45 What requirements does this 
subpart contain? 

(a) General. This subpart sets out re-
quirements for determining donor eli-
gibility, including donor screening and 
testing. The requirements contained in 

this subpart are a component of cur-
rent good tissue practice (CGTP) re-
quirements. Other CGTP requirements 
are set out in subpart D of this part. 

(b) Donor-eligibility determination re-
quired. A donor-eligibility determina-
tion, based on donor screening and 
testing for relevant communicable dis-
ease agents and diseases, is required for 
all donors of cells or tissue used in 
HCT/Ps, except as provided under 
§ 1271.90. In the case of an embryo or of 
cells derived from an embryo, a donor- 
eligibility determination is required 
for both the oocyte donor and the 
semen donor. 

(c) Prohibition on use. An HCT/P must 
not be implanted, transplanted, in-
fused, or transferred until the donor 
has been determined to be eligible, ex-
cept as provided under §§ 1271.60(d), 
1271.65(b), and 1271.90 of this subpart. 

(d) Applicability of requirements. If you 
are an establishment that performs 
any function described in this subpart, 
you must comply with the require-
ments contained in this subpart that 
are applicable to that function. 

[69 FR 29830, May 25, 2004, as amended at 69 
FR 68681, Nov. 24, 2004] 

§ 1271.47 What procedures must I es-
tablish and maintain? 

(a) General. You must establish and 
maintain procedures for all steps that 
you perform in testing, screening, de-
termining donor eligibility, and com-
plying with all other requirements of 
this subpart. Establish and maintain 
means define, document (in writing or 
electronically), and implement; then 
follow, review, and as needed, revise on 
an ongoing basis. You must design 
these procedures to ensure compliance 
with the requirements of this subpart. 

(b) Review and approval. Before imple-
mentation, a responsible person must 
review and approve all procedures. 

(c) Availability. Procedures must be 
readily available to the personnel in 
the area where the operations to which 
they relate are performed, or in a near-
by area if such availability is imprac-
tical. 

(d) Departures from procedures. You 
must record and justify any departure 
from a procedure relevant to pre-
venting risks of communicable disease 
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